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glands, especially those associated 
with hypertension and electrolyte dis-
turbances. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1200 Corticosterone test system. 

(a) Identification. A corticosterone 
test system is a device intended to 
measure corticosterone (a steroid se-
creted by the adrenal gland) levels in 
plasma. Measurements of corticos-
terone are used in the diagnosis and 
treatment of adrenal disorders such as 
adrenal cortex disorders and blocks in 
cortisol synthesis. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000] 

§ 862.1205 Cortisol (hydrocortisone 
and hydroxycorticosterone) test 
system. 

(a) Identification. A cortisol (hydro-
cortisone and hydroxycorticosterone) 
test system is a device intended to 
measure the cortisol hormones se-
creted by the adrenal gland in plasma 
and urine. Measurements of cortisol 
are used in the diagnosis and treat-
ment of disorders of the adrenal gland. 

(b) Classification. Class II. 

§ 862.1210 Creatine test system. 

(a) Identification. A creatine test sys-
tem is a device intended to measure 
creatine (a substance synthesized in 
the liver and pancreas and found in bio-
logical fluids) in plasma, serum, and 
urine. Measurements of creatine are 
used in the diagnosis and treatment of 
muscle diseases and endocrine dis-
orders including hyperthyroidism. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 

subpart E of part 807 of this chapter 
subject to the limitations in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38787, July 25, 
2001] 

§ 862.1215 Creatine phosphokinase/cre-
atine kinase or isoenzymes test sys-
tem. 

(a) Identification. A creatine 
phosphokinase/creatine kinase or 
isoenzymes test system is a device in-
tended to measure the activity of the 
enzyme creatine phosphokinase or its 
isoenzymes (a group of enzymes with 
similar biological activity) in plasma 
and serum. Measurements of creatine 
phosphokinase and its isoenzymes are 
used in the diagnosis and treatment of 
myocardial infarction and muscle dis-
eases such as progressive, Duchenne- 
type muscular dystrophy. 

(b) Classification. Class II. 

§ 862.1225 Creatinine test system. 
(a) Identification. A creatinine test 

system is a device intended to measure 
creatinine levels in plasma and urine. 
Creatinine measurements are used in 
the diagnosis and treatment of renal 
diseases, in monitoring renal dialysis, 
and as a calculation basis for meas-
uring other urine analytes. 

(b) Classification. Class II. 

§ 862.1230 Cyclic AMP test system. 
(a) Identification. A cyclic AMP test 

system is a device intended to measure 
the level of adenosine 3′, 5′- 
monophosphate (cyclic AMP) in plas-
ma, urine, and other body fluids. Cyclic 
AMP measurements are used in the di-
agnosis and treatment of endocrine dis-
orders, including hyperparathyroidism 
(overactivity of the parathyroid gland). 
Cyclic AMP measurements may also be 
used in the diagnosis and treatment of 
Graves’ disease (a disorder of the thy-
roid) and in the differentiation of 
causes of hypercalcemia (elevated lev-
els of serum calcium.) 

(b) Classification. Class II. 

§ 862.1235 Cyclosporine test system. 
(a) Identification. A cyclosporine test 

system is a device intended to quan-
titatively determine cyclosporine con-
centrations as an aid in the manage-
ment of transplant patients receiving 

VerDate Aug<04>2004 10:12 May 23, 2005 Jkt 205072 PO 00000 Frm 00215 Fmt 8010 Sfmt 8010 Y:\SGML\205072.XXX 205072


